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believe that the patient may not comprehend a research protocol, the patient should not be 
approached for research participation. Investigators should also delay approaching patients for 
research participation if the patient's capacity for informed consent is impaired by medications.  

Non-clinical Biomedical and Behavioral Research Involving Pregnant Women to which 
Subpart B may not apply 
The IRB recognizes that some types of research that could be conducted with pregnant women do 
not fit specifically within the regulatory requirements for approval. For example, the additional 
safeguards require
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